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DETAILED ACTION 

Applicants' arguments, filed 25 June 2004, have been fully considered. Rejections 
and/or objections not reiterated from previous office actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They constitute the 
complete set presently being applied to the instant application. 

Claims 1-28 are currently pending. 

Information Disclosure Statement 

The Information Disclosure Statements filed 25 June 2004, 29 July 2004, and 19 August 
2004 have been considered. Signed copies of PTO Forms 1449 are included with this Office 
Action. 

Claim Rejections - 35 USC S 112 

The following is a quotation of the second paragraph of 35 U.S. C, 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-28 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claims 1-28 rejected under 35 U.S.C. 1 12, second paragraph, as being incomplete for 
omitting essential elements, such omission amounting to a gap between the elements. See MPEP 
§2172.01. The omitted elements are as follows: 
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Claims 1 and 14 farther recite (iii) inputting a third dataset identifying alleles at one (two) 
or more of the genetic loci of said first dataset of said human subject. It appears that this step is 
missing an element which makes it clear whether the input data from the individual human 
sample in step (iii) is different from the dataset of (i), which includes all of the known disease 
associated alleles. 

Claims 1 and 14 recite (iv) determining the risk factors associated with said alleles of said 
human subject using the first dataset. Again, it seems that an element is missing in (i) such that 
it is unclear whether the risk factors identified in (iv) are performed by comparing the 
individual's data with a set of generic, known data generated from a variety of samples. 

Claims 1 and 14 recite (v) determining at least one lifestyle recommendation based on 
each identified risk factor from step (iv) using said second dataset. Again, how does the data of 
this step relate to said dataset for step (ii)? 

Claims 1 and 14 recite (vi) generating a personalized lifestyle advice plan based on said 
lifestyle recommendations. Does this mean that the lifestyle recommendation of the individual is 
generated based upon associated known risk factors of the second dataset? If so, it is still unclear 
that the second dataset is a dataset which is different from that of the patient (individual) sample. 

Finally, it is unclear at step (iii) from where the third dataset is derived. It would seem 
that an essential element would be to actually determine the alleles from the individual sample 
such that they could be input and then evaluated. Clarification is requested. 
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Claim Rejections - 35 USC S 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-13 remain rejected under 35 U.S.C. 103(a) as being unpatentable over US 
5,985,559 (Brown; PTO Form 1449), in view of Perera et al. (Carcinogenesis (2000) Volume 21, 
pages 517-524; PTO Form 1449), for the reasons set forth in the previous Office Action. 
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New Claims 

New claims 14-28 are rejected under 35 U.S.C. 103(a) as being unpatentable over US 
5,985,559 (Brown; PTO Form 1449), in view of Perera et al. (Carcinogenesis (2000) Volume 21, 
pages 517-524; PTO Form 1449). 

The present invention is drawn to a computer assisted method of providing a personalized 
lifestyle advice plan comprising providing datasets, identifying alleles, determining risk factors, 
determining lifestyle recommendations, and generating a lifestyle plan. 

Brown teaches a computer system and method for interpreting a patient's gene sequence 
and his or her environment and lifestyle to come up with a personalized prognosis. The system 
consists of a health monitor which can read a patient's gene sequence (a dataset of genetic 
information) and scripts which correspond to information relevant to a disease associated with 
the gene sequence. A secondary script can be generated, allowing for a dynamic between genes 
and disease. The end result is a determination of the condition or phenotype associated with the 
patient's genotype or gene sequence. These events can be repeated over a series of time 
(column 2, lines 38-63) (claims 1, 3, 4). 

Brown does not specifically teach particular alleles associated with disease and that two 
or more may be used to determine risk, however Perera et al. do propose a framework for 
implementing various biomarkers for assessment of individual risk factors (see abstract). 

Specifically, Perera et al. show that common genetic traits, such as those that regulate 
metabolism and detoxification of carcinogens can have a major impact on the population 
attributable risk of cancer. For example, cytochrome P450 phase I enzymes can produce highly 
reactive DNA-damaging intermediates during the normal process of converting chemical 
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carcinogens to excretable forms (claims 6, 7, 10, 1 1, 12). Polymorphic variations in P450s have 
been shown to be associated with increase cancer risk in various populations. Furthermore, 
interindividual variation in phase II detoxifying enzymes, such as glutatione-S -transferase, can 
also contribute to individual susceptibility (page 520, column 1, lines 19-34) (claims 8, 9, 12, and 
13). Perera et al. further disclose that study designs have become increasingly complex and 
multiple markers are frequently assessed (page 520, column 2, lines 44-56). 

Perera et al. also disclose that individuals who have a methyl-deficient diet are at higher 
risk of colon cancer if they carry a defective polymorphic form of the enzyme methylene 
tetrahydrofolate reductase (page 521, lines 28-32) (claim 2. 

It would have been prima facie obvious to one of ordinary skill in the art at the time of 
the invention to use the system of Brown with the polymorphic marker information of Perera et 
al. to provide lifestyle advice plan based upon risk factors. One would have been motivated to 
combine the various markers in the assessment of a patient's predisposition to disease as 
suggested by Perera et al. at page 521, lines 50-63: 

"A recent trend that brings together cancer researchers interested in cancer epidemiology, 
chemoprevention, and therapy is the increasing recognition that biomarkers developed in the 
field of molecular epidemiology may also be useful as early or intermediate endpoints in studies 
on cancer prevention by identifying 'at risk 5 populations and then assessing the efficacy of 
various types of intervention. For example, in interventions to prevent first or second 
malignancies, biomarkers can help identify populations or individuals at high risk of cancer 
resulting from specific environment-gene interactions". 
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Response to Applicants Arguments 

Applicant argues that it is not clear from Brown how one is to provide a dataset 
containing information matching a lifestyle risk factor with at least one lifestyle 
recommendation. However, this is not persuasive because Brown does teach a lifestyle risk 
factor, i.e. the risk of having cystic fibrosis. The risk factor is necessarily associated with a 
lifestyle recommendation in a database in order for the computer to provide a treatment plan 
(column 5, lines 45-54). "Using the information generated by the health monitor, a personalized 
treatment can be created for the patient"(line 51). 

Applicant further argues that Brown provides examples of cystic fibrosis and Gaucher 
disease, as alleles of genetic loci of the human subject and that these diseases are inherited 
genetic disorders for which personalized treatment is not likely o be available. This is not 
persuasive because the claims do not recite that inherited genetic disorders are excluded. Brown 
specifically teaches a personalized treatment plan, as set forth above. The claims do not require 
any specific plans or design of any specific plan. It is unclear what Applicant means by teaching 
a "realistic embodiment". For example, treatment for cystic fibrosis is well-known in the art and 
would constitute a realistic embodiment for practicing said invention. 

Applicant argues that Perera teaches, at best, an invitation to develop means to produce a 
lifestyle plan. This is not persuasive because Perera is not relied upon to teach a lifestyle plan. 
This limitation is taught by Brown, as indicated above. Perera is relied upon to teach allele 
recognition associated with lifestyle risks. For the reasons previously set forth and above, the 
Examiner maintains that the combination of Brown and Perera makes obvious the claimed 
method. 
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Conclusions 

Applicant requested that the Examiner clarify whether or not the search over the prior art 
had been expanded to include the non-elected species of A and B. In the previous Office Action, 
the Examiner searched the claims commensurate in scope with the elected species A and B. 

The rejections under 35 USC 112, 1 st paragraph have been withdrawn in view of 
Applicant's response. 

The rejections under 35 USC 112, 2 nd paragraph pertaining to the last Office Action have 
been withdrawn in view of Applicant's response. 



Papers related to this application may be submitted to Technical Center 1600 by facsimile transmission. 
Papers should be faxed to Technical Center 1600 via the PTO Fax Center. The faxing of such papers must conform 
with the notices published in the Official Gazette, 1096 OG 30 (November 15, 1988), 1156 OG 61 (November 16, 
1993), and 1 157 OG 94 (December 28, 1993) (See 37 CFR § 1.6(d)). The Central Fax Center Number is (571) 273- 
8300. 

Any inquiry concerning this communication or earlier communications from the examiner should be 
directed to Lori A. Clow, Ph.D., whose telephone number is (571) 272-0715. The examiner can normally be 
reached on Monday-Friday from 10 am to 6:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Michael P. 
Woodward, PhD., can be reached on (571) 272-0722. 

Any inquiry of a general nature or relating to the status of this application or proceeding should be directed 
to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be viewed in the Patent 
Application Information Retrieval system (PAIR) can now contact the USPTO's Patent Electronic Business Center 
(Patent EBC) for assistance. Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your application serial or patent number, 
the type of document you are having an image problem with, the number of pages and the specific nature of the 
problem. The Patent Electronic Business Center will notify applicants of the resolution of the problem within 5-7 
business days. Applicants can also check PAIR to confirm that the problem has been corrected. The USPTO's 
Patent Electronic Business Center is a complete service center supporting all patent business on the Internet. The 
USPTO's PAIR system provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as general patent 
information available to the public. 

December 17, 2004 

Lori A. Clow, Ph.D. MAFMOFHE MORAIt 
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